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Demographics

@ Indication

@ Phase

Demographics

Sex O Male
O Female

Birth Date YYYY-MM-DD

Age (Years)

Race O Asian
O Black or African American
O White

Define EHIZ3l
DM (Demographics) - [SDTMIG 3.3]

Related Supplemental Quallifiers Dataset: SUPPDM (Supplemental Qualifiers for DM)

[~Varisbe | | Type | | Origi/SourcelMethoo/Comment

STUDYID Text Protocol (Source: Sponsor)
DOMAIN text Protocol (Source: Sponsor)
. Collected (Source: Investigator)
b2 integer Annotated CRF [5]
AGEU text Assigned
Collected (Source: Investigator)
= LoXt Annotated CRF [5]
TLFs HIZ3!
as A
ARM A ARM B
Demographics (N=XX) (N=XX)
Age (Years)
n XX XX
Mean XX.X XX.X
SD XXX XXX
Min XX XX
Max XX XX
Sex n(%)
Male XX(XX.X) XX(XX.X)

Female XX(XX.X) XX(XX.X)

Objective & End point Investigational product A

@ Efficacy

@ Safety

v v v

MDR (Metadata Repository)

FEATURE

KE g9 8 %, 32F, Al S
Registries) 7|=C 2 H2|st
Matol| 2 HZEoM 28e

BENEFITS

-|>_9.o|'|

K= S B2 H|o|E{7 HEIZ[0] A7| W20l 7HR! / =XI2

+ Technical Partner = {22 H|XL|AE £lA| 0t £ USL|C}

DATALIFECYCLE

FEATURE

Therapeutic Areas 7|8t2] MDR S 0|25t0] QA H31o| MA|E
A Tl & 4~ A2 HFZSHH 0|2 7|Hte 2

M opHol| X TEMAE X|et|ct

BENEFITS

o BEYXE 9 AR IS T g JSLICH
A
(=]

DB
Specification

Protocol

SDTM
Package

ADaM
Package

\

/

CHATBOT
FEATURE

olofE YAl &HE|7|E, A, ICH E6 Good Clinical
Practice, AIE=38t= EI2 5 QAN|E 74 Ul 710|E 2+
Zo[0]] BHSH= MR AMH|A LTt

BENEFITS

. AL2XpHAE 22 Jto|=e]
AMSHR] 21 B ol & 4 IALIC)

. ALRRHE Of2] 2ME FoiA BolE TQT glon siLtel
sheoll A T LHSS Eol & 4 YaLICH

« MEXt= ME2 781} 710|=2| =7t 3 ZHE QA
43

HIo[HE Sl H E




	Slide Number 1
	Slide Number 2

